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A. Patient information C. Suspect medication(s)

1. Patlent ldentmer 2. Age attime 1. Name (Product Name) (Labeted Strength) (MtriLabeler)
of event: 76 Years g Arava mg Hoechst Marien

THE FOA MEDICAL PRODUCTS REPORTING PROCRAM

or " Roussel
D Ac i her ! o P
wcomonce | Sty ORI | (] o o A2 amInOpher 3350 [ Cekno
2. DoseiFrequency/Route used 3. Therapy dates iif unknown, give duration
B. Adverse event or product problem 2cmg  fdaily pad ro‘o‘gb ve durato ))
1. [7] Adverseavent anwior [ ] Product probiem {e.g. delects/malfunctions) ! / /°"' #107/12/1999 ~ 07/12/2¢00
2. Outcomes attributed to adverse event o S7sm  fq 4 / ) ,
(check all that aoply) [ disabiiry #2 e [om §202/C1/2090 ~ 07/12/2000
D death D congenital anoma y 4. Diagnosis for use (saparate indcatons with commas) S Event abated after use
B il required intervention 12 prevent #1 Rheumacoid Arthritis stopped or dose reduced
Ife-threatening sermanent impairmenydamage #1 es [ ‘goesn't
T ) Pzin yes LIno 1 5 apply
hosgitatization - intial or groionged D other: _________ .. #2
- doesn
3. Date of 7 Date of 6. Lot ¥ (i known) 7. Exp. date {if known) | #2 [Dyes [T o Dappﬁ/ A
_em 07/11/2000 thisreport 08/30/2000 # #1 8. Event reappeared after
irrmidyysy) {mmadiyyyyr reintroduction
5 Describe event or problem #2 #2 " doe
76yof with rheumatoid arthritis receiving 9. NOC # {for praduct problems only) Clves [J o applsvn
Erednisone, Arava, Percocet -ore tab gd4h - - ) a2 Dyes E]no Bd“F"‘
prn-. and Tylenol -650 mg gid prn- apaly

; ] - -
-duration of use of 0 Concomitant medical products and therapy dates (exclude treatment of avert)

acetaminopaen-containing products is MEDICATIONS ON TRANSFER: Duragesic patch,
unclear- was adm:tted from outsids 50 mg every 72 hours; Calcium carbonate
hcspital oa 7/11/00 after increasing 500 mg p.o. g. day; Magnesium oxide 400
ccnfusion, B2 of B0/50, positive mg

temocult, ammonia level of BS, AST of »

4500, ALT of 1019, bilirubin of 1.2, alk D Suspect medical device
" |phos of 195, 2T greater than 32, aldbumin - Brand name
21 |of 2.8, and with a pulse-ox reading of
~” ]|86%. Patient had no prior history of 2. Typo of device

alcohol use or liver disease. Patien: was Wt T oad DS" -
orcvided suvportive therapy and treated - Manufacturer name & address O 4 Operator of device
with N-aceytlcysteine and Vitamin K. AST ] heatn protessional
imgroved to 52, ALT to 78, alkaline AUB 31 200 (3 ray useratient
prcshatase to 102 by 7/18. Bilirubin . 0

peaked at 2.4 and decreased to 1.0 by
7/26/00.

oher

5. Expiration date

mosus RECEIVED| ™™

6. Relevant tests/laborat data, including dales i
o J catalog # Al 7. if implanted, give date

BP of 80/50, positive hemocult, ammonia HU'G 3 i 2000 i Sy
level of 85, AST o > 4500, ALT of 1013, serial # ’

bilirubin of 1.2, alk phos of 195, PT M PP p———
greater than 33, albumin of 2.8, anu with ot# ________ - AI( :H_QTU " rpamd. 9

a pulse-ox reading of 96%. After

[=)

. . X "
treacment and discontination of suspect other § . _

drucs AST improved to 62, ALT to 78 9. Device availabte for evaluation? (Do not send device ta FDA)
alkaline phoshatase to 102 by 7/18. (7 yes O [ rewmsatomandacreron

Bilirubin peaked at 2.4 and decreased to
1.0 by 7/26/00.

7. Othaer relevant history, including preexisting medical conditions .
(e G.. allerg.es, race. pregnancy, smoking and alcohol use. hepaticirenal dysfuncticn. etc.)

Past medical history of rheumatcid . . Ny
arthritis, history éf ostecarthritis E. Reporter (see confidentiality section on back)

involving the lumbar spine, status Pm“"—

postdecompression and Zusion of the lumbar

RPa
spine, history of COPD, history of JUnilversity cfbed‘.:al cencer . NN

systemic hypertension, status post right
t:bial fracture. Past surgical history: e

arthroplasties of both krees and ORIF. United Staces
2. Heaith professionai? 3. Occupation 4. Also reported to
yes (O no pharmacist [ manutacwrer
Mait to: MEDWATCH AX to - 0 )
s 5. If you do not want your identity disclosed to user facitity
r 5600 Fishers Lane Ty Gisct
Rockville, ND 20852-9787 the manufacturer, place an “X" in this box. [J gstibutor
FOA Form 3500 Submission of an admission that medical personnel or the product caused or contributed to the event.
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C10. Concomitant medical products and therapy dates continued

p.o. g.day; . g. day; Paxil 40 mg p.o. q. day: Prinivil 5 mg p.o. g. day;
. q. day; Colace 1 p.o. b.i.d.

/)P.w}

Predniscne S mg p.o
Zantac 15C mc p.o

D10. Concomitant medical products and therap

dates continued

DSS
AUG 3 1 2000

Mait to: MEDWATCH
5600 Fishers Lane

pefariel or the product caused or contributed to the event.
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